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Art Unit: 3731 

DETAILED ACTION 

Specification 

Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

Line 10 of the abstract employs "means for" language which should be avoided in the 
abstract. Please make the appropriate corrections. 

Claim Rejections - 35 USC § 102 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 , 6, and 10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Vincent (US 5601604). 

Regarding Claim 1 , Vincent teaches an implantable device for controlling the 
internal circumference of an anatomic orifice or lumen, comprising: 
an annular ring (10); means by which said annular ring can be fastened to the tissue 
around an anatomic orifice or lumen (13a); means associated with said annular ring for 
permitting adjustment of the circumference of said annular ring from a first 
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circumference to a second circumference (16); and means associated with said annular 
ring for maintaining said ring in said first circumference and, upon said annular ring 
being adjusted to said second circumference, for maintaining said annular ring in said 
second circumference (Column 3, proximate lines 5-15). 

Regarding Claim 6, Vincent teaches the implantable device of Claim 1 , wherein 
said means by which said annular ring can be fastened to the tissue around an 
anatomic orifice or lumen comprises a plurality of grommets (13a, 18a) spaced around 
the periphery of said annular ring. 

Regarding Claim 10, Vincent teaches the implantable device of Claim 6, wherein 
said grommets comprise tabs (13, 18), and wherein said tabs define holes through (13a, 
18a) which a suture can be placed and then through the underlying tissue to anchor 
said annular ring to the tissue around said anatomic orifice or lumen. 

Claims 1 and 1 1 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Bryant et al. (US 6676789). 

Regarding Claim 1 , Bryant teaches an implantable device for controlling the 
internal circumference of an anatomic orifice or lumen, comprising: 
an annular ring (32); means by which said annular ring can be fastened to the tissue 
around an anatomic orifice or lumen (36); means associated with said annular ring for 
permitting adjustment of the circumference of said annular ring from a first 
circumference to a second circumference (36); and means associated with said annular 
ring for maintaining said ring in said first circumference and, upon said annular ring 
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being adjusted to said second circumference, for maintaining said annular ring in said 
second circumference (44). 

Regarding Claim 1 1 , Bryant teaches the implantable device of Claim 1 , 
wherein said means associated with said annular ring for permitting adjustment of the 
circumference of said annular ring from a first circumference to a second circumference 
comprises corrugations (40). 

Claims 1, 5, 15 and 17-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ahmadi et al. (US 460291 1). 

Regarding Claim 1, Ahmadi teaches an implantable device for controlling the 
internal circumference of an anatomic orifice or lumen, comprising: 
an annular ring (101); means by which said annular ring can be fastened to the tissue 
around an anatomic orifice or lumen (107 and Column 1, proximate lines 5-10); means 
associated with said annular ring for permitting adjustment of the circumference of said 
annular ring from a first circumference to a second circumference (40); and means 
associated with said annular ring for maintaining said ring in said first circumference 
and, upon said annular ring being adjusted to said second circumference, for 
maintaining said annular ring in said second circumference (40). 

Regarding Claim 5, Ahmadi teaches the implantable device of Claim 1 , wherein 
said means by which said annular ring can be fastened to the tissue around an 
anatomic orifice or lumen comprises an outer fabric sheath (Column 1 , proximate lines 
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5-10) covering said annular ring through which sutures can be placed to suture said 
implantable device to said tissue around said anatomic orifice or lumen. 

Regarding Claim 15, Ahmadi teaches the implantable device of Claim 1, wherein 
said means associated with said annular ring for permitting adjustment of the 
circumference of said annular ring from a first circumference to a second circumference 
comprises: teeth (12) formed on at least a portion of said annular ring; a gear (15) 
engaging said teeth of said annular ring (Fig. 5); and said gear and said teeth being 
arranged such that turning said gear effects relative movement between a first end of 
said annular ring and a second end of said annular ring to adjust the circumference of 
said annular ring from a first circumference to a second circumference (Column 3, 
proximate lines 37-46). 

Regarding Claim 17, Ahmadi teaches the implantable device of Claim 15, 
wherein said gear (15) is mounted in fixed relation to said second end (1 1) of said 
annular ring, and wherein said teeth (12) are formed adjacent said first end of said 
annular ring (2). 

Regarding Claim 18, Ahmadi teaches the implantable device of Claim 15, further 
comprising means for turning said gear (48) from a location remote from said gear (51), 
such that said circumference of said implant can be adjusted after closure of surgical 
incisions and resumption of physiological flow through said orifice or lumen (Column 6, 
proximate lines 1-5). 



Application/Control Number: 1 0/651 ,840 Page 6 

Art Unit: 3731 

Regarding Claim 19, Ahmadi teaches the implantable device of Claim 18, 
wherein said means for turning said gear from a remote location is disengageable from 
said gear after completion of adjustments (Column 5, proximate lines 29-35). 

Regarding Claim 20, Ahmadi teaches the implantable device of Claim 1, wherein 
said means associated with said annular ring for permitting adjustment of the 
circumference of said annular ring from a first circumference to a second circumference 
comprises: 

a worm gear (15); and means operatively associated with a first end of said 
annular ring for engaging said worm gear (40) such that rotation of said worm gear 
effects relative movement between said first end of said annular ring and a second end 
of said annular ring to adjust the circumference of said annular ring from a first 
circumference to a second circumference (Column 3, proximate lines 37-46). 

Claims 1-4 are rejected under 35 U.S.C. 102(a) as being anticipated by Ortiz et 
al. (US 6419696). 

Regarding Claim 1 , Ortiz teaches an implantable device for controlling the 
internal circumference of an anatomic orifice or lumen, comprising: 
an annular ring (52); means by which said annular ring can be fastened to the tissue 
around an anatomic orifice or lumen (44a); means associated with said annular ring for 
permitting adjustment of the circumference of said annular ring from a first 
circumference to a second circumference (Column 2, proximate lines 52-55); and 
means associated with said annular ring for maintaining said ring in said first 
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circumference and, upon said annular ring being adjusted to said second 
circumference, for maintaining said annular ring in said second circumference (44a). 

Regarding Claim 2, Ortiz teaches the implantable device of Claim 1, wherein said 
means by which said annular ring can be fastened to the tissue around an anatomic 
orifice or lumen comprises a plurality of barbs (44a) extending from said annular ring for 
engaging the tissue around said anatomic orifice or lumen. 

Regarding Claim 3, Ortiz teaches the implantable device of Claim 2, wherein 
each of said barbs is oriented in a consistent, tangential direction (44a, Fig. 5b) with 
respect to the annular ring such that rotational motion of the annular ring in a first 
direction will engage said retention barbs with the desired tissue, and rotational motion 
of the annular ring in a direction opposite to said first direction will disengage said 
retention barbs from said desired tissue. 

Regarding Claim 4, Ortiz teaches the implantable device of Claim 3, wherein 
each of said barbs further comprises a hook (164) at its free end. 

Claims 1 and 11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gilbertson et al. (US 5604431). 

Gilbertson teaches an implantable device for controlling the internal 
circumference of an anatomic orifice or lumen, comprising: 
an annular ring (10); means by which said annular ring can be fastened to the tissue 
around an anatomic orifice or lumen (42); means associated with said annular ring for 
permitting adjustment of the circumference of said annular ring from a first 
circumference to a second circumference (12, 18, 20); and means associated with said 
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annular ring for maintaining said ring in said first circumference and, upon said annular 
ring being adjusted to said second circumference, for maintaining said annular ring in 
said second circumference (Column 5, proximate lines 1- 5). 

Regarding Claim 11, Gilbertson teaches the implantable device of Claim 1, 
wherein said means associated with said annular ring for permitting adjustment of the 
circumference of said annular ring from a first circumference to a second circumference 
comprises corrugations (Column 2, proximate lines 25-35). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 2-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Ahmadi et al. in view of Berreklouw (US 6790229). 
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Ahmadi teaches all aspects of dependent claim 1 as previously described, but 
fails to disclose wherein said means by which said annular ring can be fastened to the 
tissue around an anatomic orifice or lumen comprises a plurality of barbs extending 
from said annular ring for engaging the tissue around said anatomic orifice or lumen. 
Berreklouw teaches a fixing device for fixing to vascular wall tissue 

Claims 15, 16 and 21-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ahmadi et al. (US 460291 1). 

Ahmadi teaches all limitations of dependent claims 1 , 15 and 20 as previously 
described, and further discloses the following limitations: 

• means for turning said shaft (51) from a location remote from said worm gear 
(48) 

• implant can be adjusted after closure of surgical incisions and resumption of 
physiological flow through said orifice or lumen (Column 6, proximate lines 1-5). 

• shaft and said means for turning said shaft from a remote location are 
disengageable from said worm gear after completion of adjustments (Column 5, 
proximate lines 29-35). 

Ahmadi fails to disclose wherein 

• The gear system comprises a wheel positioned tangentially to said gear such 
that said portion of said annular ring which engages said gear passes between 
said gear and said wheel. 

• worm gear has a first angled gear head at its driven end, 
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• a shaft in offset relation to said worm gear and having a second angled gear 
head at a first end thereof, 

• first and second angled gear heads drivably engaging such that rotation of said 
shaft drives said worm gear. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the gear assembly of Ahmadi first by adding a wheel 
positioned tangentially to said gear such that said portion of said annular ring which 
engages said gear passes between said gear and said wheel, then adding a first angled 
gear head at its driven end, a shaft in offset relation to said worm gear and having a 
second angled gear head at a first end thereof, first and second angled gear heads 
drivably engaging such that rotation of said shaft drives said worm gear since it has 
been held that omission of an element and its function in a combination where the 
remaining elements perform the same functions (to drive the worm gear) as before 
involves only routine skill in the art. In re Karlson, 136 USPQ 184. 

Claims 13 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gilbertson in view of Carpentier et al. (US 6217610). Gilbertson teaches all 
limitations of claim 1 as previously described, and further discloses the following 
limitations: 

• wherein said annular ring comprises a hollow tube (34, 36) formed into an 
annular shape (10) 
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• tube having interspaced smooth and corrugated sections disposed around its 
circumference (Column 2, proximate lines 25-35) 

• means by which said annular ling can be fastened to the tissue around an 
anatomic orifice or lumen (36) comprises aid tube being sufficiently soft such that 
a suture (42) can be passed through said 

• means associated with said annular ring for permitting adjustment of the 
circumference of said annular ring from a first circumference to a second 
circumference comprises said corrugated sections (Column 2, proximate lines 
25-35) 

• tube having portions of narrowed circumference (36) such that a suture (42) can 
be passed around said tube at said portions of narrowed circumference and 
hence through the underlying tissue (Fig. 4) 

Gilbertson fails to disclose wherein the corrugated sections are sufficiently stiff. 
Carpentier teaches an expandable angioplasty ring wherein the tubing comprising the 
annular ring is made of a sufficiently expandable yet rigid material in order to enhance 
the devices ability to change size yet maintain a desired circumference. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the device of Gilbertson with corrugated sections sufficiently stiff to maintain 
annular ring at a desired circumference as taught by Carpentier in order to enhance the 
ability of the device to adjust the size of the device and maintain the desired 
circumference afterward. 
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Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gilbertson in view of Blomme (US 6911035). 

Gilbertson teaches all limitations of dependent claim 1 as previously described, 
but fails to disclose wherein means by which the ring is fastened to the tissue comprises 
a plurality of grommets having a narrowed intermediate neck portion. Blomme teaches 
a vascular suturing device comprising a plurality of grommets (13) with narrowed neck 
portions (1 1) in order to increase the devices ability to connect to the underlying tissue. 
It would have been obvious to one of ordinary skill in the art to modify the device of 
Gilbertson with a plurality of grommets with narrowed neck portions as taught by 
Blomme in order to increase the devices ability to connect to the underlying tissue. 

Claims 6, 8, 9 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gilbertson as a matter of design choice. Gilbertson teaches all limitations of 
preceding dependent claim 1, but fails to disclose wherein the fastening means 
comprises a plurality of grommets in the form of tabs that are sufficiently soft that a 
suture can be placed through. It would have been obvious matter of design choice to 
modify the Gilbertson reference by having the fastening means comprises a plurality of 
grommets in the form of tabs that are sufficiently soft that a suture can be placed 
through, since the applicant has not disclosed that having the fastening means 
comprising a plurality of grommets in the form of tabs that are sufficiently soft that a 
suture can be placed through solves any stated problem or is for any particular purpose 
and it appears that the circumference controlling device of Gilbertson would perform 
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equally well with sutures being placed directly through the ring (Fig. 4) or with sutures 
placed through grommets. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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